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L Basis of the report 



1 . With regard to lixe elements of die intemadonal application:* 
the intematioDai application as originally filed, 
the description: 

pages 1-20 as originally fiOied 

pages NONE , filed widi the t^tmanti 

pages NONE , filed with the letter of 



the claims: 
pages 23 and 24 



^ as originally filed 



pages NONE , as amended (togedier wilh any statement) uixier Article 19 

pages NONE rri:- . > filed with the demand "^Y 
pages 21 and 22 , filed with flie letter of OS July 2004 (05.07.2004) 



the drawings; 
pages NONE 



pages NONE 



pages NONE 



_^ as originally filed 
filed with the demand 
filed with the letter of 



the sequKioe listing part of the description: 
pages NONE , as originally ffled 



pages NONE 



pages NONE 



filed with the demand 
filed with die letter of 



With regard to the langnage, all Ihe elements marioed above were available or furnished to diis Auffaorit/ in the 
language in v^ch the intemadonal application was filed, unless o&erwise indicated under diis item. 
These elements were available or fiimished to this Audiorily in the following language which is- 

die language of a translation furnished for fbe purposes of international search (under Rute23 1(b)) 

□ 

the language of publication of the international application (under Rule 48 3(b)) 

tiie language of the translation furnished for die purposes of international prelkninary examination(under Rules 
55.2 and/or 55.3). 

With r^aid to any nucleotide and/or amino acid sequence disclosed in the international ^yplication, the 
international preliminary examination was carried out on (he basis of the sequence listing: 

I contained in die international aiq;ilication in printed form. 

□ filed together widi the international supplication m oonqmter readable form. 
I furnished subsequendy to this Authority in written form 

□ furnished subsequeady to this Authority in computer readable form 

The statement that the subsequendy furnished writt^ sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded hi con^uter readable form is identical to die written sequence listing] 
has been furnished 

The amendments have resulted in the cancellation o£ 
□ the description, pages NONE 

□ 

the claims, Nos. NONE 

□ 

the drawings, sheets/fig NONE 

This r qpor t has been established as if (some of) flie amendments had not been made , since fliey have been coisidered to go 

beyond die disclosure as filed, as indicated in the Siqjplemenlal Box (Rule 70.2(c)).** 
* Replacement sheets which have been fiimished to the receiving Office in response to an invitation under Article 14 are referred to in 
this report as "originally filed" and are not annexed to this report since they do not contain amendments Qtules 70.16 and 70.17). 
** Ar^ replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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1. STATEKffiNT 
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Claims 1-28 
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^YES 
NO 



Inventive Step (IS) 
Industrial Appflcafifity QA) 



Claims 1-28 
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2. CITATIONS AND EXPLANATIONS 

Claims 1-28 meet the criteria set out in PCX Article 33^'9W^^ • . j 

! of daims 15 and the method of daim 1 . ' " ™ pnor art does not teadi or fairly suggest the CQinpositioa 



In response ID applicants' aigument. daims 1-14 are taatedas mediod claims. 



MenddasapriorarL ^^'^^ 2y. ime 13 Id colunm Theamendmcntof daim 15 removes 
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wo 03/086352 




'CT/IL03/00240 



1 . Use of melatoSn in the manufacture of a medicament effective for the short- 
term potentiation of the hypnotic effect of at least one compound selected from the 
group consisting of non-barbiturate and non-benzodiazepine hypnotics. 

2. Use according to claim 1 , which is further characterized by at least one of the 
following features: 

(a) said hypnotics are GABA-A receptor modulators; - 

(b) said hypnotics are compounds which include a fused-ring system containing 
ring nitrogen; 

(c) said medicament comprises at least one carrier, diluent, coating or adjuvant; 

(d) said medicament is in unit dosage fonn; 

(e) said medicament includes at least one compound selected from the group 
consisting of non-barbiturate and non-benzodlazepine hypnotics; 

(f) said at least one compound is present in said medicament and in an amount 
which, if administered In absence of melatonin, would be a sub-therapeutic amount; 

(g) said medicament is adapted for sustained release of melatonin, 

3. Use according to claim 2, wherein said medicament Includes at least one 
acrylic resin and is adapted for sustained release of melatonin. 

4. Use according to claim 3. wherein said medicament is further adapted for 
regular release of said at least one compound. 

5. Use accoixling to any one of claims 1 to 4, wherein said at least one 
compound comprises a bicycllc fused ring system. 

6. Use according to claim 5, wherein said bicycllc fused ring system includes at 
least two ring nitrogen atoms. 

7. Use according to claim 6. wherein said bicycllc ring system comprises a 
pyrazolo[1 ,5-a]pyrimidine skeleton. 
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tSB 7. wherein said at least one conrt^n 



8. ^ Use according 7. wherein said at least one coniPand comprises 
zaieplon. 

9. Use accorcling to claim 6, wherein said bicyclic ring system comprises an 
imidazo[1 ,2,-alpyridine skeleton. 

10. Use according to claim 9. wherein said at least one hypnotic comprises 

zolpidemr ' - '■■ tr-^ < . i 

11. Use according to claim 6, wherein said bicyclic ring system comprises a 
pyrrolo[3,4-b]pyrazlne skeleton. 



12. Use according to claim 11, wherein said at least one hypnotic comprises 
zopiclone. 

13. Use according to claim 6, wherein said bicyclic ring system comprises a 
triazolo[4.3-a]-pyridine skeleton. 

14. Use according to claim 13, wherein said at least one hypnotic comprises 
trazodone. 

15. A pharmaceutical fomiulation which comprises, in addition to at least one 
earner, diluerit, coating or adjuvant: 

at least orie compound selected from the group consisting of non-barbiturate 
and non-benzodiazepine hypnotics, and melatonin in an amount and fonn effective 
for short tenn potentiation of the hypnotic effect of said at least one compound. 

16. A phamiaceutical fonnulation according to claim 15, which is further 
characterized by at least one of the following features: 

(a) said hypnotics are GABA-A receptor modulators: 

(b) said hypnotics are compounds which Include a fused-ring system containing 
ring nitrogen; 

(c) said fonnulation Is In unit dosage forni; 
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